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                       Committee on Science and Technology,
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    The Subcommittee met, pursuant to call, at 10:00 a.m., in 
Room 2318 of the Rayburn House Office Building, Hon. Brad 
Miller [Chairman of the Subcommittee] presiding.
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Purpose

    On December 4, 2006, a set of biological materials that was a 
primary support for work on Legionella, the bacterium causing 
Legionnaire's Disease, was destroyed at the Veterans Administration 
(VA) Medical Center in Pittsburgh, Pennsylvania. This occurred even as 
the process to transfer the collection to a University of Pittsburgh 
laboratory for further use in research was underway. It was also the 
last act of an acrimonious process that had seen the closure of its 
host, the Special Pathogens Laboratory (SPL), some four months earlier. 
The closure of this lab puts all hospital patients, especially the 
elderly, severely sick children--all those with compromised immune 
systems--at greater risk because this was one of the top hospital 
infection laboratories in the Nation.
    The purpose of this hearing is to make public the findings of a 
Subcommittee investigation of this case. The Subcommittee's findings 
highlight the need for improved policies on biospecimen management.

Witnesses

Panel I

Dr. Victor Yu, Professor of Medicine, University of Pittsburgh

Dr. Janet Stout, Director, Special Pathogens Laboratory

    The collection of materials destroyed at Pittsburgh was the work of 
Doctors Yu and Stout, who have, during the last three decades, become 
world-recognized experts in identifying Legionnaire's Disease. Dr. 
Stout is widely recognized for her work in developing methods to keep 
Legionella out of water supplies at hospitals and nursing homes. Dr. Yu 
has an international reputation for his work on infectious diseases in 
hospitals, of which Legionnaires' Disease is a common type. Dr. Stout 
had a meeting scheduled the morning after the destruction of the 
collection (December 5, 2006) to remove personal identifying data from 
the specimens, a necessary step prior in the transfer process.

Dr. David Snydman, Chief, Division of Geographic Medicine and 
Infectious Diseases, and Attending Physician in Infectious Diseases, 
Department of Medicine, Tufts Medical Center

    Dr. Snydman has collaborated with Dr. Yu on infectious disease 
research, and will provide an expert perspective on the value of the 
lost materials. He was also instrumental in bringing the loss of the 
collection to the attention of the scientific community, and calling 
for an independent review of the actions by administrators at the 
Veterans Administration Pittsburgh Healthcare System (VAPHS).

Panel II

Dr. Jim Vaught, Deputy Director, Office of Biorepositories and 
Biospecimen Research, National Cancer Institute (NCI)

    Dr. Vaught has been directly involved in the development of 
biospecimen management policies in his position at the NCI, helping to 
develop the ``best practices'' guide published by the Institute in June 
2007. He was assigned to the task force that assisted in a review and 
update of National Institutes of Health (NIH) policies in 2006. He has 
also been participating as an NIH representative on an Office of 
Science and Technology Policy working group on scientific collections 
that is finishing a draft report on the state of all federal scientific 
collections.

Dr. Janet K.A. Nicholson, Senior Advisor for Laboratory Science, 
Coordinating Center for Infectious Diseases, Centers for Disease 
Control and Prevention (CDC)

    CDC is a federal agency that faces questions of biospecimen 
management constantly, as the collection of those materials is critical 
to the identification of disease. Dr. Nicholson will testify on her 
agency's methods for dealing with the issues raised by the collection 
and proper management of biospecimens. She will also discuss the 
policies governing operations at the CDC's major central repository, 
CASPIR.

Panel III

Michael Moreland, Director, Veterans Integrated Services Network 4, 
Department of Veterans Affairs

    At the time the collection was destroyed, Mr. Moreland was the 
Director of the VAPHS (he was in the process of being promoted to lead 
the VA's regional office). Mr. Moreland oversaw the decision to close 
the SPL and instituted a Board of Investigation to examine allegations 
of financial impropriety against Dr. Yu. He is alleged, though there is 
no written record, to have personally ordered the destruction of the 
collection.

Dr. Mona Melhem, Associate Chief of Staff and Vice President, VAPHS 
Clinical Support Service Line

    Dr. Melham supervises the clinical activities at the Pittsburgh VA 
Healthcare System, which include the Clinical Microbiology Laboratory 
at the hospital. It was Dr. Melhem's direct order that led to the 
abrupt destruction of the collection at the Special Pathogens 
Laboratory on December 4, 2006.

Dr. Ali Sonel, VAPHS Associate Chief of Staff (Research)

    In his position, Dr. Sonel is responsible for the management and 
conduct of research by staff at VAPHS. Dr. Sonel assumed the position 
on September 1, 2006, soon after the SPL was closed. He was overseeing 
efforts to assist Dr. Stout to move the collection from the SPL to the 
Department of Microbiology and Molecular Genetics of the School of 
Medicine at the University of Pittsburgh when the collection was 
destroyed without his knowledge.

Dr. Steven Graham, Director, VAPHS Geriatric Research, Education and 
Clinical Centers

    Dr. Graham preceded Dr. Sonel as head of research at VAPHS, and was 
involved in the process that led to SPL's closure. He served as a 
member of the Board of Investigation convened by Mr. Moreland. He was 
cited by Dr. Melhem as having approved the destruction of the 
collection, but has denied it.

Ms. Cheryl Wanzie, VAPHS Chief Technologist

    Ms. Wanzie supervises the technical operations of the VAPHS 
Clinical Microbiology Laboratory. She was one of those receiving Dr. 
Melhem's order to destroy the collection on December 4, and was in the 
Laboratory as the freezers were emptied into biohazard bags.

Background

    On December 4, 2006, employees of the VAPHS' clinical microbiology 
laboratory, were ordered to destroy the collection of Legionella and 
other disease isolates and also water samples containing the Legionella 
bacteria that had been accumulated by Dr. Yu and Dr. Stout over the 
decades of their research on this disease. The order was given by Dr. 
Melhem at the same time Dr. Sonel was actively working to transfer the 
collection to a laboratory at the University of Pittsburgh for use in 
further research by Dr. Yu and Dr. Stout.
    At that time, the Special Pathogens Laboratory had been closed for 
almost five months, and Dr. Yu was no longer with the VAPHS.
    The destruction took place outside of any previous process that had 
been used to determine the disposition of biospecimens left behind by 
former researchers and without the knowledge of Dr. Sonel or the 
Research Compliance Committee, which would normally been involved. The 
collection was the life's work of Dr. Yu and Dr. Stout, and no one from 
the VAPHS has been able to provide a credible reason for such a 
precipitous act.

Building the Better Biobank
    Collections such as the Legionella collection are more and more 
common as researchers study the evolution of both disease strains and 
treatment. The improving capability of tools for biological analysis is 
allowing researchers to make greater strides in understanding the 
workings of human biology at ever finer detail. Coupled with ever more 
powerful computers, this allows studying amounts of data that could 
never have been contemplated in the past. With the completion of the 
``draft'' of the human genome, so-called ``personalized medicine'' 
appeared on the horizon: medical treatments could be devised to meet a 
patient's unique condition.
    These changes are reflected in the development of biobanks: places 
where traditional human biospecimens such as blood and tissue are 
matched to databases with medical records, genomic sequence data and 
other information. Bringing these together helps with the 
identification of disease-causing genes or genetic variants. It can 
find connections between outbreaks of infection and factors in the 
environment. Targets for new therapies can be found. The SPL collection 
was something of a prototype biobank, and much of its value resided in 
the ability to match a particular biospecimen to its clinical history. 
That the collection included biospecimens extending back more than two 
decades also allowed comparative study to learn how organisms were 
changing in response to efforts to control or eradicate them.
    One of the principal values of a properly-run biobank is the 
control of quality, allowing researchers to be confident that the 
information they use (and the results they obtain) are accurate. This 
requires rigorous control over biospecimens from the moment of 
collection and equally careful handling of the patient-specific medical 
information associated with it. Today's hearing is concerned, not just 
with the events at the VAPHS, but with the collection management policy 
aspects related to the physical biospecimens.
    The Federal Government has supported, either with work at agencies 
like the National Institutes or Health the Centers for Disease Control 
and Prevention or by external research grants, the collection of 
millions of biospecimens. Many are in freezers in thousands of 
disparate laboratories, mostly of interest to a particular researcher 
for a specific project. It is not easy to find firm policy governing 
these valuable materials. The loss of the SPL collection, where 
materials of continuing scientific value were destroyed on the order of 
just one person, highlights the need to bring greater discipline to 
biospecimen management.
    There have been scattered efforts to address the need for improved 
policies in biospecimen management. The hearing today will discuss 
efforts at NIH and CDC to update their policies to serve as models for 
discussion. This includes the question of destroying materials; while 
no scientist likes to lose a piece of data, it sometimes is necessary 
when freezers fill up or the collection's champion retires and no one 
is interested in carrying on that line of work. Best practice today 
argues that efforts should be made to find an alternative home for 
those materials, a process that had been successfully underway with the 
SPL Legionella collection. It also expects that there will be some 
evaluation of the continuing value of the materials before deciding on 
destruction. The biospecimens at the heart of tomorrow's biobanks need 
robust protection, unlike the fate of SPL's collection.

The SPL Environment
    The 1976 outbreak of Legionnaires' Disease at the Philadelphia 
American Legion convention immediately raised concerns at the Veterans 
Administration, as it attacked precisely the same populations in VA 
hospitals across the country. VAPHS did much to lead the effort to find 
out about the disease. The Clinical Microbiology Laboratory found a way 
to grow Legionella bacteria in laboratories, and Doctors Yu and Stout 
traced the source of infection to water systems. The Special Pathogens 
Laboratory was originally established as a focus for continued 
Legionella studies and testing for both VA and non-VA health care 
facilities. The work of Doctors Yu and Stout figured prominently in a 
review of Legionnaires' Disease risk at VA facilities by the 
Department's Inspector General last year and the institution of a new 
protocol.
    SPL's expertise was shared with other VA facilities and outside 
entities. Although initially funded by the VA's central office, in 
keeping with VA policy in the mid-1990s, Dr. Yu proposed to recover 
testing costs by billing for services. This was approved, and the 
billing system was set up through the Veterans Research Foundation of 
Pittsburgh. Congress had allowed the creation of these non-profit 
entities to manage outside contributions for research at VA facilities. 
The revenues were used to pay the salaries of Lab employees (except for 
Dr. Stout, who was a VA microbiologist). By the time the SPL was 
closed, it was billing about $500,000 per year. For the most part, so 
far as documents show, there was little concern about the Lab's 
activities at the Foundation until 2006.
    While the decision to close the SPL is not the focus of this 
hearing, it cannot be completely divorced from the discussion. The 
chaotic events of July 2006, during which Dr. Yu was told to close the 
lab in two days, then received a 10-day extension, after which the 
doors were locked and access denied, confused the status of the 
Legionella collection. It became clear that there were gaps in the 
system of research oversight at the VAPHS. Some administrators assert, 
based on incomplete, largely post-hoc investigations, that these 
biospecimens were not collected as part of approved research protocols, 
nor were they properly maintained and identified--therefore they had no 
scientific value despite their role in numerous peer-reviewed articles 
and VA's treatment practices. Doctors Yu and Stout firmly state that 
they had appropriate approvals and that the collection was properly 
cataloged.
    But what is evident is that the research structure at the VAPHS--
which was supposed to have been in charge of the collection, had 
opposed its destruction and was ready to transfer it to Dr. Yu--was 
deliberately kept out of the loop. What is also evident is that 
administrators at a major VA hospital system had allowed personal 
animosities and goals to overcome its own processes. No federal health 
facility should be allowed to function in this manner. A Subcommittee 
staff report describes the situation in greater detail.
    Chairman Miller. Good morning. This hearing will come to 
order. Today's hearing is ``Biobanking: How the Lack of a 
Coherent Policy Allowed the Veterans Administration to Destroy 
an Irreplaceable Collection of Legionella Samples.''
    The Subcommittee staff for the Investigation and Oversight 
Subcommittee conducted an extensive investigation into the 
handling of an irreplaceable collection of Legionella samples 
at the Veterans Affairs Pittsburgh Healthcare Clinic. The 
purpose of this hearing is to make public the findings of the 
Subcommittee's investigation into this case and to highlight 
the need for a uniform national policy on biospecimen 
management.
    On December 4, 2006, late in the afternoon, two employees 
of the clinical microbiology laboratory at the Veterans Affairs 
Pittsburgh Healthcare Clinic, the VAPHS, were ordered by Dr. 
Mona Melhem, the Associate Chief of Staff for Clinical 
Services, to go to the Special Pathogens Laboratory and destroy 
the research collection of Dr. Victor Yu and Dr. Janet Stout. 
Dr. Melhem said her orders came from Michael Moreland, then the 
system's Director.
    The two employees commandeered the help of three other 
employees, and within three hours a collection that had taken 
three decades to build was gone. Drs. Yu and Stout are 
international experts in the detection, treatment and control 
of Legionella, a bacterium that causes a kind of severe 
pneumonia called Legionnaires' disease, and their laboratory 
was internationally acclaimed. Dr. Yu was known for his work on 
other infectious pneumonias and antimicrobial resistance. 
According to Dr. David Snydman of Tufts Medical Center, one of 
our witnesses today, this collection was used to develop new 
diagnostic tests and therapies and to study resistance and 
mechanisms of disease transmission.
    The destruction of the research collection was the 
culmination of an acrimonious series of events that included 
the closing of the nationally acclaimed laboratory, the firing 
of Dr. Yu and the attempted firing of Dr. Stout.
    As an impartial audience--there is no real partisanship to 
any of this--the most troubling part of the story is that the 
destruction of this one-of-a-kind collection occurred less than 
an hour after Dr. Melhem learned that formal steps were being 
taken the following day to transfer the collection to the 
University of Pittsburgh, where Drs. Yu and Stout were then 
affiliated so their research could go on, and the destruction 
of this collection occurred after Dr. Melhem made a false 
statement to the system's Chief of Staff and the head of the 
research office telling him that the collection could not be 
transferred because it had already been destroyed on the orders 
of the medical center's Director. That false statement kept the 
head of the research office from effectively intervening to try 
to save the collection.
    Months of investigation by the Subcommittee have not 
revealed any credible reason for the destruction of the 
collection. Dr. Melhem said that a former research official had 
approved the destruction months before. That official denies 
giving such approval. She also claims that the decision was 
made in July without ever informing Dr. Stout or Dr. Yu, both 
of whom were then still on staff. Dr. Moreland can't remember 
giving her such orders on December 4 and seems unclear about 
his understanding of the difference between the research 
specimens that we are concerned with today and clinical 
specimens that were being processed by the laboratory on the 
day that it closed. Both Dr. Melhem and Mr. Moreland are now 
taking the position that the collection wasn't really a 
research collection and did not have to be preserved. This is 
despite the fact that dozens of peer review papers have come 
out of the laboratory in its 25 years of existence, and 
statements made to Dr. Yu that he would be able to continue his 
research, even if the lab closed.
    Mr. Moreland's testimony came in late yesterday. The 
Subcommittee has made two very comprehensive document requests 
concerning the closure of the Special Pathogens Laboratory and 
the destruction of its research collection, and we received 
many documents, voluminous documents, but in his testimony, Mr. 
Moreland refers to a technical review regarding biohazards at 
the lab, disposal acts done in July of 2006, and a December 
2006 determination that not a single one of the samples in 
question were collected, or was collected, as part of any 
previously approved research effort. The Committee has never 
received any documentation of any of those assertions. Either 
they do not exist, the documents do not exist, or they have not 
been provided, but in any case, the testimony is very 
troubling.
    Mr. Moreland and other witnesses from the Pittsburgh VA 
should remember that their testimony today is under oath and it 
is simply not credible that important technical decisions were 
made entirely based upon conversations with no documentation.
    I cannot imagine the circumstances under which a federal 
health agency official would unilaterally order the destruction 
of a human tissue collection without receiving the approval of 
the agency's research office and the Research Compliance 
Committee. I cannot imagine why that official would apparently 
make false statements during the destruction to keep the 
associate director for research at the center in the dark until 
the destruction was complete. It stuns me that in the time 
since those actions, neither Pittsburgh nor national VA 
officials have taken formal action to discipline the managers 
involved in this case or establish clear policy on the 
destruction of biomedical collections to make sure that this 
will never happen again.
    All of us may pay a price for this conduct, veterans most 
of all, because the Nation lost one of its leading research 
labs on hospital infectious diseases, and while the researchers 
can relocate and start their work again, the research samples 
can never be wholly reconstituted. Those who are in hospitals, 
the elderly, severely sick children or anyone else with 
compromised immune systems are those most at risk.
    The work of Dr. Yu and Dr. Stout cannot be recovered 
entirely. However, we can protect the work of thousands of 
other professionals at the VA and other federal agencies or 
institutions that result in the collection of biological 
samples, biological collections funded by taxpayer money. Those 
collections should not be subject to similar mishandling simply 
at the caprice of a powerful administrator. It is time for the 
Office of Science and Technology Policy to start an interagency 
effort to create a core set of policies for the handling, 
maintenance and disposition of such specimens, and I do intend 
to introduce that legislation shortly.
    [The prepared statement of Chairman Miller follows:]

               Prepared Statement of Chairman Brad Miller

    The Subcommittee staff of the Subcommittee on Investigations and 
Oversight conducted an extensive investigation into the handling of an 
irreplaceable collection of Legionella samples at the Veterans Affairs 
Pittsburgh Healthcare System. The purpose of this hearing is to make 
public the findings of the Subcommittee investigation of this case and 
to highlight the need for a national uniform policy on biospecimen 
management.
    On December 4, 2006--late in the afternoon--two employees of the 
clinical microbiology laboratory at the Veterans Affairs Pittsburgh 
Healthcare System (VAPHS) were ordered by Dr. Mona Melhem, the 
Associate Chief of Staff for clinical services, to go to the Special 
Pathogens Laboratory and destroy the research collection of Dr. Victor 
Yu and Dr. Janet Stout. Dr. Melhem said her orders came from Michael 
Moreland, then the system's Director.
    The two employees joined by three others took less than three hours 
to bag up a biomedical sample collection that represented almost three 
decades of research by Dr's Yu and Stout. It was bagged, burned and 
gone. Drs. Yu and Stout are international experts in the detection, 
treatment and control of Legionella, a bacterium which causes a type of 
severe pneumonia called Legionnaires' disease, and their laboratory was 
internationally acclaimed. Dr. Yu was also known for his work on other 
infectious pneumonias and antimicrobial resistance. According to Dr. 
David Snydman of Tufts Medical Center and one of our witnesses today, 
this collection was used to develop new diagnostic tests and therapies 
and to study resistance and mechanisms of disease transmission.
    The destruction of the research collection was the culmination of 
an acrimonious series of events that included the closing of the 
nationally acclaimed laboratory, the firing of Dr. Yu, the system's 
long-time Chief of Infectious Disease, and the attempted firing of Dr. 
Stout.
    As an impartial audience, the most troubling part of this story is 
that the destruction of this one-of-a-kind collection occurred less 
than an hour after Dr. Melhem learned that formal steps were being 
taken, on the following day, to transfer the collection to the 
University of Pittsburgh, where Drs. Yu and Stout were affiliated. And 
the destruction of this collection occurred after Dr. Melhem made a 
false statement to the system's Chief of Staff and the head of the 
research office, telling them that the collection could not be 
transferred because it had already been destroyed on the orders of the 
medical center's Director. That false statement kept the head of the 
Research Office from effectively intervening to try to save the 
collection.
    I will leave many details to my written statement, but summarize by 
saying months of investigation by the Subcommittee have not revealed 
any credible reason for this rash and malicious act. Dr. Melhem says 
she received direction to destroy the collection; the people she cites 
deny it or don't recall doing so. There is a claim this isn't 
``research'' collection, despite the fact that dozens of peer-reviewed 
papers have come out of the laboratory in its 25 years of existence, 
and statements made to Dr. Yu in July that he would be able to continue 
his research even if the lab closed.
    The policies for collection management at the Pittsburgh VA--and 
perhaps the entire VA system--are unclear, and the organizations in 
place to oversee research appear to have been short-circuited. We also 
found that there were years of neglect by the board of the Veterans 
Research Foundation of Pittsburgh, which was handling the Special 
Pathogens Laboratory's funds, but paid little attention to it until a 
few months before its abrupt decision to close the lab. The 
institutional failure to establish and follow clear procedures spilled 
over into the decision-making process for closing the lab. It appeared 
that the most important thing to the Pittsburgh VA hierarchy in the 
summer of 2006 was to close the lab and rid itself of Dr. Yu and Dr. 
Stout by whatever means necessary.
    I want to make one comment about Mr. Moreland's testimony which 
came in late yesterday. The Subcommittee has made two very 
comprehensive document requests concerning the closure of the Special 
Pathogen Laboratory and the destruction of its research collection, and 
we have received many documents. Yet in his testimony, Mr. Moreland 
makes reference to a ``technical'' review regarding biohazards at the 
lab; disposal acts done in July of 2006; and a December 2006 
``determination'' that not a single one of the samples in question were 
collected as part of any previously approved research efforts. The 
Subcommittee has never received any documentation of any of these 
claims. Either they do not exist or they have not been provided, but 
either way, this testimony is very troubling.
    Mr. Moreland and other witnesses from the Pittsburgh VA should 
remember that they are giving their testimony under oath. The 
Subcommittee will take it very seriously if they cannot provide 
documentation of their statements.
    Scientists from several other agencies and institutions have been 
contacted by the Committee staff and, while their own policies may be 
based more on habit and common sense than actual guidance, all of them 
indicated that such an act would not have occurred in their agency. A 
much more common practice is to determine if any other researchers at 
the institution are interested in the collection and, if not, ask the 
departing researcher if he or she wants to take the collection. If no 
one wants the collection and its long-term value to the originating 
institution is deemed minimal, it may be offered to outside researchers 
who have worked in the field. If there is absolutely no interest, the 
collection is destroyed. The Pittsburgh VA's actions were so out of the 
norm that more than 200 infectious disease researchers have called for 
an independent investigation.
    I cannot imagine the circumstances under which a federal health 
agency official would unilaterally order the destruction of a human 
tissue collection without receiving the approval of the agency's 
research office and the Research Compliance Committee. I cannot imagine 
why that official would, apparently, make false statements during the 
destruction to make it keep the Associate Director for Research at the 
Center in the dark until the destruction was complete. It disappoints 
me that in the time since those actions, neither Pittsburgh nor 
national VA officials have taken formal action to discipline the 
managers involved in this case or establish clear policy on the 
disposition of biomedical collections to make sure that this could 
never occur again.
    The work of Dr. Yu and Dr. Stout cannot be recovered. However, we 
can protect the work of thousands of other professionals at the VA and 
other federal agencies or institutions that result in the collection of 
biological collections funded by taxpayer money. These collections 
should not be subject to similar mishandling simply because they run 
afoul of a powerful administrator. It is time for the Office of Science 
and Technology Policy to start an interagency effort to create a core 
set of policies for the handling, maintenance and disposition of such 
specimens. I intend to introduce that legislation shortly.

    Chairman Miller. I now yield to my distinguished colleague, 
Representative Rohrabacher, for an opening statement.
    Mr. Rohrabacher. I thank you very much, Mr. Chairman, and I 
am sorry that I have a bit of a cold today. Maybe I could seek 
advice from the panel on what to do. If you have one of those 
things to cover my face, that might be an appropriate 
situation.
    So often here in Washington, D.C., when we take a look at a 
serious problem, we find that politics and bureaucracy has 
really screwed things up, and this may or may not be the case 
here. In this case, we might be looking at a situation where 
individuals were wrong. People who held power made wrong 
decisions, and people who make wrong decisions should be held 
accountable or it will not encourage other people who hold 
positions of authority to take their job as seriously as their 
jobs dictate. If it's not an individual flaw or a situation 
where we have a situation where an individual has made wrong 
decisions, we may find in this case that the system itself is 
flawed.
    I want to congratulate the Chairman for the work he has 
done on this issue to see if we can come down to find out 
exactly what is at the heart of this issue and what caused this 
to happen and what can be done to correct the situation. We 
need to hear the details to see if it is a flaw in the system, 
if it can be corrected, and if it is a personnel situation 
where bad decisions were made for whatever reason, that those 
people are held accountable. Our policy on biobank issues 
certainly deserves our attention in relation to looking over 
this particular issue.
    I would suggest that we should be very careful, however, to 
make sure that when we are proposing changes or what should be 
the reaction of the government to this incident that we be 
careful not to introduce politics and bureaucracy in a negative 
way into a system that may well be making mistakes because 
people within the system just made flawed decisions. Maybe 
people were kept in positions of authority for too long, maybe 
perhaps a situation where the people themselves did not have 
the proper oversight, so we really have to take a look where an 
individual, he or she did something wrong but we can't use that 
as an excuse to alter the system in a way that might make it 
less effective in the future if we haven't targeted the reforms 
in the right way.
    So I am very open-minded to this, and if we can make it 
better, we will, and as the Chairman stated, there is no 
politics in a situation like this. We work together to try to 
see what we can come up with that will correct a flawed 
situation or hold people accountable for the decisions they 
have made.
    With that, thank you very much, Mr. Chairman. I look 
forward to the hearing.
    Chairman Miller. Thank you, Mr. Rohrabacher.
    Any additional opening statements submitted by Members will 
be included in the record.
    [The prepared statement of Ms. Johnson follows:]

       Prepared Statement of Representative Eddie Bernice Johnson

    Mr. Chairman, the flippant destruction of a biobank of Legionella 
concerns me greatly, as a nurse.
    As you may know, this bacterium causes a serious lung infection. It 
was so named in 1976 when many people attending a convention of the 
American Legion became sickened by it.
    The Centers for Disease Control report that between 8,000 and 
18,000 people are hospitalized each year with Legionnaires' disease in 
the United States. Elderly people are especially vulnerable to it.
    Legionnaires' disease can have symptoms like many other forms of 
pneumonia, so it can be hard to diagnose at first. Signs of the disease 
can include: a high fever, chills, and a cough.
    The disease can be very serious and can cause death in up to five 
percent to 30 percent of cases.
    The Legionella bacteria are found naturally in the environment, 
usually in water.
    The bacteria grow best in warm water, like the kind found in hot 
tubs, cooling towers, hot water tanks, large plumbing systems, or parts 
of the air-conditioning systems of large buildings.
    People get Legionnaires' disease when they breathe in a mist or 
vapor (small droplets of water in the air) that has been contaminated 
with the bacteria.
    Mr. Chairman, I understand that in 2006, a set of biological 
specimens was destroyed at the Veterans Administration Medical Center 
in Pittsburgh, Pennsylvania.
    This represented a hostile act that was part of the shut-down of 
the lab at the VA Medical Center.
    The collection was intended to be transferred to the University of 
Pittsburgh, so that important research on Legionnaire's disease could 
continue.
    This recklessness is a disservice to the American public and is an 
ignorant waste of taxpayer dollars.
    In addition, the closure of the Special Pathogens Laboratory (SPL) 
is detrimental to public health because the lab was one of the top 
hospital infection laboratories in the Nation.
    The circumvention of appropriate decision-making processes will 
have the ultimate effect of harm to public health.
    I want to commend the Chairman and staff for seeking the 
perspectives of scientists who were in the Special Pathogens 
Laboratory.
    Researchers will be able to underscore the value of the specimens 
that were discarded, and the consequences of that action on our 
nation's public health.
    Thank you, Mr. Chairman. I yield back.

                                Panel I:

    Chairman Miller. It is now my pleasure to introduce our 
first panel of witnesses today. First is Dr. Victor Yu, a 
professor of medicine at the University of Pittsburgh. Dr. 
Janet Stout is the Director of the Special Pathogens 
Laboratory. Dr. David Snydman is the Chief of the Division of 
Geographic Medicine and Infectious Diseases and attending 
physician in infectious diseases at the Department of Medicine 
at the Tufts Medical Center. I suspect that is not what he says 
at cocktail parties that his job is.
    You will all have five minutes for your oral testimony. 
Your written testimony will be included in the record. When you 
complete your testimony, we will begin with questions. Each 
Member will have five minutes to question the panel. It is the 
practice of the Committee, because we are an Investigations and 
Oversight Subcommittee, to take testimony under oath. Do any of 
you have any objection to being sworn in, to swearing an oath? 
All the witnesses nodded their heads that they did not. The 
Committee also provides that you may be represented by counsel. 
Are any of you represented by counsel at today's hearing? All 
three of witnesses also nodded their heads no. If you would now 
please stand and raise your right hand. Do you swear to tell 
the truth and nothing but the truth? All three of the witnesses 
said that they did so swear.
    Actually, if we could begin with Dr. Stout today. Dr. 
Stout, could you begin?

 STATEMENT OF DR. JANET E. STOUT, DIRECTOR, SPECIAL PATHOGENS 
 LABORATORY; RESEARCH ASSOCIATE PROFESSOR, DEPARTMENT OF CIVIL 
    AND ENVIRONMENTAL ENGINEERING, UNIVERSITY OF PITTSBURGH

    Dr. Stout. Thank you. Members of the Committee, first I 
want to thank you for holding the hearing. I am Dr. Janet 
Stout. I received both my Master's and Ph.D. degrees from the 
University of Pittsburgh Graduate School of Public Health. I am 
internationally recognized as an authority on Legionnaires' 
disease. I have authored book chapters and more than 80 
publications in peer-reviewed journals. I spent 25 years at the 
Pittsburgh VA Medical Center as a microbiologist in the Special 
Pathogens Laboratory. My scientific achievements include 
identifying the drinking water, not air conditioning, as the 
real source for hospital-acquired Legionnaires' disease.
    The VA Special Pathogens Laboratory was part of the VA 
microbiology laboratory and served as a national Legionella 
reference laboratory until its closure in 2006. The 
accomplishments of this laboratory are many. The collection of 
isolates and specimens housed in this collection played a major 
role in these accomplishments. From 1979 to 2006, we banked 
over 8,000 specimens from our studies on Legionnaires' disease 
and other infections. These specimens included isolates of 
Legionella and thousands of serum, respiratory and urine 
samples.
    The role of this collection of microorganisms in our 
discoveries can be summarized as follows. We showed that 
Legionnaires' disease was acquired from hospital drinking water 
systems. Legionella isolates in our collection proved this 
association for hospitals across the United States. Our 
laboratory developed new and better ways to detect and treat 
this disease. Every antibiotic and Legionella diagnostic test 
in use today was tested in our laboratory. Our collection 
allowed new tests to fulfill FDA requirements for approval. 
These specimens were destroyed.
    We developed advanced environmental and clinical methods 
which were not used by many laboratories. Less-experienced labs 
gave incorrect results and bad advice, placing patients at 
risk. For example, in 2005, one laboratory failed to diagnose a 
large outbreak of Legionnaires' disease in a nursing home. 
Using our collection, we showed that the urine antigen test 
used by that laboratory gave false negative results. The 
specimens that allowed us to make this discovery were 
destroyed. I therefore caution the Pittsburgh VA, who is 
performing Legionella testing for free for other VA 
laboratories, that this testing is being done by untrained and 
inexperienced technicians.
    Our collection included isolates from every hospital using 
our laboratory. Having these isolates available in the future 
would establish whether or not the hospital was the actual 
source of infection or the patient acquired the disease 
elsewhere. These isolates were destroyed.
    We demonstrated the development of resistance by Legionella 
to a commonly used water disinfection method. This observation 
was only made possible by comparison of historical isolates to 
present-day isolates. The specimens that allowed us to make 
this discovery were destroyed.
    We showed that the risk of illness to patients could be 
predicted. Other scientists have requested our specimens for 
study in their laboratories to study disease-causing traits and 
evaluate new antibiotics. These specimens are no longer 
available to the scientific community for study. They were 
destroyed.
    Our research was supported by the VA Merit Review System, 
the U.S. Environmental Protection Agency and industry. The VA 
Merit Review study was an IRB-approved study involving 20 VA 
institutions across the United States. The results of this 
study were published in 2007 in the journal Infection Control 
and Hospital Epidemiology.
    We also showed that patients get Legionnaires' disease from 
drinking water in their own homes. This was an EPA-funded, IRB-
approved study. All of the isolates and specimens collected 
during the Merit Review and EPA studies were destroyed.
    We collected these isolates for research purposes and the 
research was approved. Dr. Yu will provide the Committee with 
documentation to support this point.
    What did we do to save the collection? I wasn't concerned 
about the transfer of the collection from the VA because I knew 
other VA investigators had transferred their collections when 
they left the VA. The research office even told us that they 
had recently gone through this process with one of their VA 
physicians. In August 2006, we first expressed our concern for 
the safety of the collection. In an e-mail from Dr. Yu to Dr. 
Graham, Dr. Yu stated, ``I fear the vindictiveness of the 
Administration may imperil this irreplaceable collection.'' We 
were reassured by Dr. Graham when he responded, ``Of course I 
don't want to see valuable specimens destroyed.'' In response, 
Dr. Yu and I obtained the assistance of Dr. Tim Mietzner at the 
University of Pittsburgh and we requested the transfer of these 
materials to his laboratory at the University of Pittsburgh. 
From August through December 2006, I actively engaged the 
research office in my attempt to transfer the collection to the 
university. VA administration was copied on these e-mails. I 
was never asked by anyone to provide any information on the 
contents of the collection and there was never any indication 
that the disposition of the collection was in question or that 
the collection was in danger of being destroyed.
    On December 4, 2006, Dr. Sonel notified the VA 
administration that I was to meet with the research compliance 
officer in the laboratory the next day to begin the transfer. 
Later on that same day, Dr. Sonel informed me via an e-mail 
that he was asked by the front office to put this process on 
hold. He said he or someone from the front office will be 
contacting me about this request. No one from the VA ever 
contacted me and I did not know that the collection had been 
destroyed. Only after an inquiry from Senator Specter and Rick 
Earl, a reporter, did the VA publicly admit to destroying the 
collection. For me as a scientist, and for veterans and the 
American public, the loss is incalculable.
    In protest, a petition was published in the April issue of 
Clinical Infectious Diseases and signed by over 250 scientists 
worldwide. They requested that an investigative committee 
review the actions of the Pittsburgh VA Healthcare System 
regarding the closure of the laboratory and the destruction of 
the scientifically valuable collection of microorganisms.
    The petition signatories and I thank you for your time 
today and your effort in fulfilling this request. Thank you.
    [The prepared statement of Dr. Stout follows:]

                  Prepared Statement of Janet E. Stout

    Members of the Committee, first I want to thank you for holding 
this hearing.
    I am Dr. Janet Stout. I have a Ph.D. in infectious disease 
microbiology and I am a Research Associate Professor at the University 
of Pittsburgh Department of Civil and Environmental Engineering. I 
received both my Masters and Ph.D. degrees from the University of 
Pittsburgh, Graduate School of Public Health.
    I am internationally-recognized as an authority on Legionnaires' 
disease. I have authored book chapters and more than 80 publications in 
peer-reviewed journals including the New England Journal of Medicine, 
the Journal of the American Medical Association (See Stout CV in 
Section 8 of written testimony).
    I have lectured on Legionnaires' disease at national microbiology, 
infection control and engineering conferences, at the European Working 
Group on Legionella Infection and in 2009, I will speak at the 
International Legionella Symposium in Paris France.
    I spent 25 years at the Pittsburgh VA Medical Center as a 
microbiologist in the Special Pathogens Laboratory.
    My scientific achievements include identifying drinking water--not 
air conditioning--as the real source for hospital-acquired 
Legionnaires' disease. This finding was a major paradigm shift and 
unraveled the epidemiology of hospital-acquired Legionnaires' disease, 
and was published in the New England Journal of Medicine and in the 
Lancet.
    I have worked with State and local public health agencies in 
developing guidelines for the prevention of hospital acquired 
Legionnaires' disease. This work provided the foundation for guidelines 
for the Health departments in the States of Maryland and New York, and 
the countries of Spain, Italy, Taiwan, the Netherlands, Denmark, and 
France, and the VA Healthcare System.
    In 2005, I was asked by the VA Medical Inspector General to assist 
him in devising a new VA Legionella prevention Directive, which was 
issued nationwide in February 2008.

The Special Pathogens Laboratory

    The VA Special Pathogens Laboratory was part of the VA microbiology 
laboratory and served as a national reference laboratory until its 
closure in 2006. As a microbiologist in this unit, I performed clinical 
and reference laboratory testing for VA and non-VA institutions (See 
Stout position description Section 5 of written testimony).
    I was among the many students, physicians and scientists that 
worked in this ``Center of Excellence'' and whose accomplishments were 
highlighted in the VA ``Vanguard'' in 1996, on the occasion of the 20th 
anniversary of the discovery of Legionnaires' disease (See ``Medical 
Advances May/June 1996).
    The collection of isolates and specimens housed in this laboratory 
played a major role in those accomplishments and resulted in more than 
200 publications on Legionnaires' disease.

The Collection

    A scientifically valuable collection of microorganisms was 
destroyed. In order to fully understand the impact of this action, I 
will describe its scientific relevance and how we were the guardians of 
the collection until its destruction in 2006.
    I was trained to catalogue isolates and specimens, place them in 
plastic freezer vials at -70+C and maintain a detailed 
record so others could retrieve the isolates for future study (See 
Section 4 of written testimony--Bacterial Stock Maintenance). I 
maintained the collection in the Special Pathogens Laboratory at the VA 
Medical Center in Pittsburgh, PA. Information about the isolates was 
recorded in a log book and typed into an electronic file on the lab 
computer.
    From 1979 to 2006, we banked over 8000 specimens from our studies 
on Legionnaires' disease and other infections. The specimens included 
isolates of Legionella, Staphylococci, Pseudomonas, Klebsiella, 
Enterococci, Streptococci and Candida species and thousands of serum, 
respiratory and urine samples. They were all were destroyed.
    The role of this collection of microorganisms in our discoveries 
can be summarized as follows:

        1.  We showed that Legionnaires' disease was acquired from 
        hospital drinking water systems. Legionella isolates in our 
        collection proved this association for hospitals in Pittsburgh 
        and across the U.S.

        2.  Our laboratory developed new and better ways to detect and 
        treat this disease. Every antibiotic and Legionella diagnostic 
        test in use today was tested in our laboratory. Our collection 
        allowed new tests to fulfill FDA requirements for approval (See 
        requests from scientist in Section 7 of written testimony). 
        These specimens were destroyed.

        3.  We developed advanced environmental and clinical methods. 
        Less experienced laboratories often gave incorrect results and 
        advice, placing patients at risk. For example, in 2005 one 
        laboratory failed to diagnose a large outbreak of Legionnaires' 
        disease in a nursing home. Using our collection, we showed that 
        the urine antigen test used by the laboratory gave false 
        negative results. The specimens that allowed us to make this 
        discovery were destroyed.

        4.  Isolates from every hospital using our lab were stored in 
        our freezer. Having these isolates available in the future 
        would establish whether or not the hospital was the actual 
        source or the patient acquired the disease elsewhere. These 
        isolates were destroyed.

        5.  We demonstrated the development of resistance by Legionella 
        to a commonly-used water disinfection method--copper-silver 
        ionization. This observation was only made possible by 
        comparison of historical (frozen) isolates to present day 
        isolates. The specimens that allowed us to make this discovery 
        were destroyed.

        6.  We showed that the risk of illness to patients could be 
        predicted. Other scientists have requested our specimens for 
        study in their laboratories to study disease-causing traits and 
        evaluate new antibiotics. These isolates are no longer 
        available to the scientific community for study--they were 
        destroyed.

        7.  Our research was supported by the VA Merit Review System, 
        the U.S. Environmental Protection Agency, and industry. The VA 
        Merit Review study was an IRB approved study involving 20 VA 
        institutions across the U.S. The results of that VA Merit 
        Review-funded study were published in 2007 in the journal 
        ``Infection Control and Hospital Epidemiology.''

        8.  We also showed that patients get Legionnaires' disease from 
        the drinking water in their own homes. This was an EPA-funded 
        IRB-approved study.

All of the isolates and specimens collected during the Merit Review and 
EPA studies were destroyed.

Did We Collect These Isolates For Research Purposes and Was the 
Research Approved?

    Dr. Yu and the other VA infectious disease physicians participated 
in approved research activities that involved the collection and 
storage of microorganisms and specimens in the Special Pathogens 
Laboratory (See Section 5). When the lab closed in July 2006, we had an 
active R&D approved study that was in effect through December 2006 
entitled ``Various Studies Examining Treatment, Prevalence and 
Eradication of Legionella'' ID: 00137.

What Did We Do to Save the Collection?

    Initially, I was not concerned about the transfer of the collection 
from the VA. I knew that other VA investigators had left the VA and 
taken their collections of specimens with them. The VA Research office 
even told us that they had recently gone through this process with one 
of the VA physicians.

July 2006--During a meeting in the Special Pathogens Laboratory in 
July, Sue Mietzner, a microbiologist in our lab, showed Dr. Melham the 
freezer where our collection was stored and told her of its importance. 
She also showed her the location of the computer file describing the 
isolates. The handwritten log book containing all the isolate 
identification information was also left in the laboratory. I was never 
asked to provide any information on the contents of our collection.

August 2006--I first expressed my concern for the safety of the 
collection in an e-mail to Dr. Yu on August 12, 2006. In response, Dr. 
Yu immediately sent an e-mail to Steven Graham, the head of Research 
requesting his assistance in protecting the collection. In this e-mail 
Dr. Yu stated ``I fear the vindictiveness of the administration . . . 
may imperil this irreplaceable collection.''
    We were reassured by Dr. Graham when he responded: ``Of course I 
don't want to see valuable specimens destroyed, but these specimens are 
biohazards so we must follow accepted procedures in order to transfer 
them. We recently went through this process in regard to Dr. VonKammens 
samples at Highland Drive.''
    He told us that the collection ``must be moved to an institution 
approved to handle biohazards. They must sign a materials transfer 
agreement and have an approved biosafety program.''
    In response, Dr. Yu and I obtained the assistance of Dr. Timothy 
Mietzner, Professor of Molecular Genetics and Molecular Biology at the 
University of Pittsburgh and on August 21st we requested the transfer 
of these materials to his laboratory at the University of Pittsburgh.
    More assurances came from Dr. Sonel, who replaced Dr. Graham as 
head of Research in September of 2006. In an e-mail to me on October 
5th, he stated ``We will work with you to facilitate the transfer.''

August and December 2006--There were numerous e-mails between me and 
the Research office to affect the transfer of the collection, which 
included sending the Material Transfer form to the Research office. I 
actively engaged the Research office in my attempt to transfer the 
collection to the University of Pittsburgh. VA Administration was 
copied on these e-mails.
    Throughout this time, there was never any indication that the 
disposition of the collection was in question or that the collection 
was in danger of being destroyed.
    Dr. Sonel notified the Pittsburgh VA Administration on December 4th 
that I was to meet the Research Compliance Officer on December 5th in 
the Special Pathogens Laboratory to begin the process of transferring 
the collection to the University.
    In response to this information, and less than 24 hours before I 
was to start the transfer of the collection they destroyed our 
collection on December 4th, 2006.
    The Pittsburgh VA administration failed to preserve and protect 
this valuable scientific resource.

Were We Notified of this Action?

    Dr. Sonel sent me an e-mail on December 4th informing me that he 
``was asked by the front office to put this process on hold. I or 
someone from the front office will be updating you soon regarding this 
request. I apologize for any inconvenience that this may have caused.''
    No one from the VA has ever contacted me regarding the destruction 
of our collection.

For me as a scientist, and for Veterans and the American public--The 
loss is incalculable.

    A petition was published in the April 2008 issue of the medical 
journal ``Clinical Infectious Diseases'' (CID 2008;46:1053-9) and 
signed by over 250 scientists. They requested that an investigative 
committee review the actions of the Pittsburgh VA Healthcare System 
regarding the closure of the Special Pathogens Laboratory and the 
destruction of a scientifically valuable collection of microorganisms.
    The petition signatories and I thank you for your time and effort 
today in fulfilling this request.

The Special Pathogens Laboratory

    The Special Pathogens Laboratory has existed as a special 
microbiology laboratory at the University Drive VA since 1981. The 
initial funding and FTE's for the unit were provided by VA Central 
Office in response to endemic hospital-acquired Legionnaires' disease 
at the hospital. Thereafter, the Special Pathogens Laboratory has been 
funded through the clinical microbiology laboratory ( a microbiology 
sub account) as well as by grant and industry support.
    The Special Pathogens Laboratory is a diagnostic, training, and 
clinical research laboratory, varied in scope of operations and a 
nationally recognized Legionella resource/reference center. The 
microbiologists assigned to the Special Pathogens Laboratory are 
responsible for day-to-day patient care testing, research projects and 
laboratory functions. This includes the teaching and training of 
students, clinical research and LegionelIa resource/reference 
laboratory testing for VA and non-VA facilities.
    Dr. Stout is an internationally recognized microbiologist who is an 
expert on the microbiology and epidemiology of Legionnaires' disease. 
Dr. Stout has assisted public health agencies such as the Centers for 
Disease Control and Prevention as well as State and local health 
agencies in Legionella outbreak investigations. The VA Medical 
Inspector General contacted Dr. Stout in 2006 to assist in the 
development of a Legionnaires' disease prevention plan for the VA 
nationwide. She has over 70 peer-reviewed publications.

Closing of the Special Pathogens Laboratory

    The Special Pathogens Laboratory has been active for approximately 
25 years, and in that time has become internationally recognized as a 
Legionella reference center. The closure of the laboratory was swift 
and disorganized--the culmination of an inquiry that denied Dr. Victor 
Yu (the Chief of Infectious Diseases and Microbiology) a fair appeal.
    It was within this atmosphere of chaos that I was repeatedly 
informed by Dr. Melhem that all Legionella testing functions of the lab 
were to be transferred to the clinical microbiology laboratory. Only 
one person in this lab has limited ability to perform Legionella 
clinical testing and no one in this lab has the capability to perform 
Legionella environmental testing.
    This decision by Dr. Melhem and Mr. Moreland was made despite Dr. 
Yu's repeated requests for a review of the decision by VA Central 
office. In addition, one reason given by Dr. Melhem for the speed of 
the closure was the imminent demolition of Building 2--the building 
which houses the Special Pathogens Laboratory. When asked about this, 
Engineering service could not verify this assertion.
    I was required to meet with Dr. Gutkin and Cheryl Wanzie to 
coordinate the move of equipment and Legionella testing supplies so 
that this testing would be performed in Building 1 the clinical 
microbiology laboratory. We agreed that this would be done on July 
25th. July 19th, I was asked to meet with Dr. Melhem--Dr. Muder and 
Cheryl Wanzie were present at this meeting. Dr. Melhem informed us that 
the equipment and supplies would be moved within the next two hours! 
Again she repeated the statement that Building 2 was set to be 
demolished as a justification for the hurried pace. I was directed to 
move all clinical specimens from our -70+ freezer into a 
freezer that was being moved (that day) to the clinical laboratory. 
This required the removal and transfer of specimens from one freezer 
into the other. It is important to note that as a Legionella reference 
laboratory, we maintain a collection of specimens and isolates in these 
freezers that are of historical significance and are irreplaceable.

Board of Investigation

    Also within this same time period on July 19th, I was contacted by 
David Cord to appear at a Fact Finding Administrative Board of 
Investigation to testify as a witness. Mr. Cord noted that I was ``not 
the subject of the investigation, but testifying as a witness.'' I was 
to appear that afternoon.
    It was at this time that I experienced cardiac-related symptoms and 
called a friend to take me to my doctor's office. Upon arrival at the 
office, the staff advised me to go to the emergency room (ER). I went 
directly to the ER of West Penn Hospital. After undergoing several 
tests, I was told that they wanted to admit me for additional tests, 
including a cardiac stress test. After consultation with the ER 
physician, I agreed to arrange for the testing the next day, and I 
signed out Against Medical Advice (AMA).
    Both Mr. Cord and Mr. Bonner were notified of my medical situation 
and that my appearance at the board would need to be rescheduled. They 
were also made aware of my scheduled leave for July 21 and July 24th.
    Given that we were informed that access to the laboratory and our 
materials would be restricted, I asked the laboratory staff to pack our 
things. These files were removed to preserve our research. They were 
then placed in the custody of my attorney.
    The laboratory service secretary and time keeper (Lorraine 
Paternoster) was notified on July 20th of my ER visit via voice mail 
before 7 a.m. on July 20th. I requested four hours of sick leave for 
July 19th (12:30-4:30 p.m.) and eight hours of sick leave for July 
20th.
    Thursday, July 20th, I went to my doctor's office to make 
arrangements for the cardiac stress test. Given that I was scheduled 
off to annual leave for Friday the 21st and Monday the 24th, I left 
Pittsburgh to attend to my previously scheduled personal matter.
    Cheryl Wanzie attempted to reach me on Thursday, but failed to do 
so before I left Pittsburgh. She left a voice mail message at my home 
stating that she was informing me that she had canceled my annual leave 
and that I was considered absent without leave (AWOL).
    Upon my return to work on July 25th, I called Mr. Cord expecting to 
be interviewed at the ``Board of Investigation'' that day--given the 
apparent urgency displayed the week before.
    Instead I was told that my testimony was scheduled for Monday 
August 2nd. I explained to Mr. Cord that I was scheduled off on annual 
leave from Monday July 31st to Thursday August 3rd. I suggested that I 
testify any time between July 25-28, but because Dr. Graham was out of 
the office on vacation we had to wait until his return. I requested 
that my testimony be scheduled for Friday August 4th or that we have 
Dr. Graham attend the meeting via conference call. Mr. Cord arranged to 
have my testimony scheduled for 10 a.m. on Friday August 4th.
    I was notified on August 24, 2006 that the VA Pittsburgh Healthcare 
System--University Drive Division proposed to remove me from my 
position as a GS-11 Microbiologist with the Department of Veterans 
Affairs for ``Misuse of Government Property: Failure to Safeguard 
Confidential and Privacy Act protected Data in Violation of VA PHS 
Privacy Policy, MCM RI-17.''
    This action against me by the Agency was challenged with the 
assistance and representation of the AFGE Union President Robert Bonner 
and attorney George Love, Esq. The proposed termination was ultimately 
not upheld by the Administration. Instead they imposed a 30-day 
suspension--without pay. This action is also being challenged through 
the merit System Protection Board (MSPB).
    Upon completion of the 30-day suspension, I returned to the VA 
Pittsburgh Healthcare System--University Drive microbiology section on 
December 13, 2006. I was immediately presented with a ``Performance 
Improvement Plan,'' (PIP) which claimed that my performance was 
unsatisfactory in several critical areas. The items listed in the PIP 
were complete fabrications. Interestingly, the PIP was signed by the 
microbiology supervisor, but he emphasized that he had not participated 
in writing it. He was, however, responsible for implementing it.
    In addition, the new position description that was created for me 
prior to my return to duty was never reviewed by the Union--per the 
AFGE contract.
    As mentioned previously, the Special Pathogens Laboratory was an 
internationally-recognized Legionella reference laboratory. We 
maintained a collection of specimens and isolates in the lab freezers 
that are of historical significance and are irreplaceable. Despite our 
inquiries for the transfer of this collection to the University, Dr. 
Melhem ordered the destruction of this irreplaceable collection of 
research material. This was done despite recommendations to the 
contrary from Dr. Robert Muder--the Chief of Infectious Diseases. We 
were never informed that this action was to be taken.



























































































































































































































































































































































































































































                      Biography for Janet E. Stout

    Dr. Stout received her BS in Biology from Clarion State College, 
Clarion, Pennsylvania; and her Master's and Ph.D. degrees in 
Microbiology from the University of Pittsburgh.
    Dr. Stout is the Director of the Special Pathogens Laboratory in 
Pittsburgh, PA and concurrently a Research Associate Professor in the 
Department of Civil and Environmental Engineering University of 
Pittsburgh.
    Dr. Stout discovered the link between the presence of Legionella 
bacteria in hospital water systems and the occurrence of hospital-
acquired Legionnaires' disease while working at the Pittsburgh VA 
Medical Center. She was instrumental in the development of the 
prevention strategy that serves as the foundation for the VHA 
Legionella Directive. Dr. Stout gave the Professional Development 
Course on Legionella at the American Industrial Hygiene Association 
(AIHA) Conference in 2007.
    She has authored approximately 80 peer review papers in the area of 
Legionnaires' disease, which include papers in the New England Journal 
of Medicine, Journal of the American Medical Association, the Journal 
of Clinical Microbiology, and the Journal of the American Water Works 
Association. Dr. Stout has also authored book chapters on Legionnaires' 
disease, including the Legionella chapter in the Manual of Clinical 
Microbiology.
    Recent research projects include: Eradication of Legionella from 
hospital water systems by copper-silver ionization and chlorine dioxide 
and development of microbiological criteria for assessing risk of 
Legionnaires' disease.
    Dr. Stout is a member of the American Society for Microbiology, the 
Association for Professionals in Infection Control, and the American 
Society of Heating, Refrigeration and Air-conditioning Engineers 
(ASHRAE).
    Chairman Miller. Thank you, Dr. Stout.
    Dr. Yu.

     STATEMENT OF DR. VICTOR L. YU, PROFESSOR OF MEDICINE, 
                    UNIVERSITY OF PITTSBURGH

    Dr. Yu. Thank you so much, Mr. Chairman, Congressman 
Rohrabacher and Congressman Broun for allowing us to tell you 
this terrible tragedy.
    As you mentioned, I am Professor of Medicine at the 
University of Pittsburgh. I have been there since 1978, and 
during most of those years I was also Chief of the Infectious 
Disease Section at the Pittsburgh VA Medical Center. My CV is 
51 pages long but I have published 600 papers and abstracts and 
written six textbooks of medicine. I have gotten many honors in 
my CV but I think I will only mention one. I received the 
Distinguished Research Award from the American Legion for our 
achievements and Janet's achievements in unraveling the mystery 
of how the disease was contracted and how the disease might be 
prevented and cured. That plaque honoring that achievement was 
in the lobby of the Pittsburgh VA Medical Center for many 
years, although I am told that it is no longer there.
    The Special Pathogens Lab was established in 1980 and you 
gave sort of a good overview, and Dr. Stout listed its 
achievements, but it also made important discoveries in MRSA, 
methicillin-resistant Staph aureus, antibiotic-resistant 
bacteria, pneumonia, and urinary tract infections. We 
ultimately established collections of fungi and virtually all 
human pathogens of man that are commonplace. We established 
international collaborative studies with investigators in 
Africa, Australia, New Zealand, China, Hong Kong, Argentina, 
Brazil, Canada, Norway, Sweden, every inhabitable continent. 
Investigators interested in antibiotic-resistant bacteria 
contributed pathogens to our laboratory and in huge 
international collaborative attempts actually collected data 
from these patients and then sent the isolates to one standard 
reference laboratory. Over 200 publications from these talented 
and prestigious investigative groups from France to Taiwan to 
Australia participated in this massive effort, which was a true 
international community effort.
    When we first started in the early 1980s, we had one 
microbiologist and one graduate student named Janet E. Stout, 
and then over time the VA asked us to come under a mandate 
called the Special Clinical Resource Center. We became the 
Special Pathogens Lab of the entire Pittsburgh VA Center, and 
over the next 10 to 12 years we have evolved into five 
laboratory scientists headed by Dr. Stout. And then in 2006, 
inexplicably, Mr. Moreland, the director of the VA, terminated 
the laboratory. On Wednesday he came in, handed us a directive, 
the laboratory is closed. There was no forewarning of any sort. 
All five individuals, university employees who are scientists, 
were all terminated immediately. They lost their livelihood. No 
explanation was given. On July 12, one week later, I asked for 
a written explanation of why this happened. The effect was so 
stunning that we couldn't understand why it was done and I said 
it is morally imperative for you to place in writing why you 
terminated this laboratory of 20-plus years with all of its 
accomplishments and give us the reasons why so that we could 
respond. We couldn't even appeal because 48 hours later, all 
the personnel had to evacuate. They were told that if they left 
their personal belongings behind, they would never be able to 
retrieve them. And 48 hours later, the laboratory was 
padlocked. However, Mr. Moreland forgot one thing. We were 
processing specimens for patients in the ICU in addition to 
patients from medical centers all over the country. So if he 
terminated immediately, what about the patients at the VA 
Highland Drive, a few miles away? What about patients in the 
ICU a few floors away? So they reluctantly gave us 14 days but 
they gave me an order: no more specimens from anyplace else can 
be processed and tell everybody that you cannot have any more 
specimens processed. But we had 600 clients and they don't send 
us specimens every day. As outbreaks occur across the United 
States, public health departments who wonder if it is 
Legionnaires' disease send their specimens by Federal Express, 
and you can see the UPS and Federal Express trucks coming every 
day dropping off specimens, and now we have 10 to 14 days to 
process all these specimens. We couldn't contact 600 clients by 
fax. So now I had to make a decision. Should I not process 
these specimens, and since they gave us no reason for the 
closure, I sent an e-mail to Mr. Moreland and I said I have a 
difficult decision to make, Mr. Moreland you have told me I 
cannot process any of these specimens, and specimens from 
Bayside Hospital, Johns Hopkins-affiliated hospitals, Phoenix 
VA were coming in and they were thinking that maybe they had 
outbreaks of Legionnaires' disease. So I as a physician 
researcher placed an e-mail and said I have a conscience as a 
physician researcher. I can decide to disobey the order and 
know that I will be terminated as my laboratory colleagues were 
terminated or I can do my duty.
    I did my duty. We processed those specimens. But we needed 
supplies and the supplies were kept by the security police from 
entering into the laboratory. Microscopes were taken from our 
laboratory, and there is documentation of all the disruptions. 
They held a hearing, and the laboratory technicians had to 
leave their job and go to a witch hunt-type hearing, and they 
were told that if you don't come, maybe there is going to be 
problems, so they went to these hearings and then we had to 
process all these specimens that were coming in including 
patients in our own intensive care unit. So there was 
tremendous pressure on all of us. Janet Stout even ended up 
having to go to cardiac clinic because she was developing chest 
pains. But we worked hard on it. They rose to the occasion. 
When we ran out of supplies, the laboratory researchers pooled 
their own funds to buy supplies and bring them into the lab. If 
they had to go to the bathroom and they walked outside the 
door, the laboratory door fell shut. The security guard refused 
to let them in. They had to use their cell phones to call the 
lab people inside to let them in.
    The work continued. And we had 15 specimens left from a 
government building, 14 hospitals and from a wife of a patient 
who died of Legionnaires' disease who was trying to find out if 
the source of her husband's Legionella came from their water 
supply, and in the appendix is the discussion of what she went 
through. She was in California and couldn't find a laboratory 
to do the processing, and then through a contact at one of the 
hospitals she ended up calling Janet Stout, who advised her 
what to do. She estimated that the cost from the other 
laboratories that she contacted would be over $2,000. Janet 
Stout said that she would do it for free, send us the specimens 
as soon as possible, but the timing was so bad. By the time she 
got to the specimens and Federal Expressed them to us, we 
planted the cultures. She wanted to know what the results were; 
so did we. Mr. Moreland said you cannot look at the culture 
results. We had processed all the specimens. All Janet had to 
do was look at the culture plate, and using dyes that were 
formulated by this Pittsburgh VA, we could tell if there was 
Legionella, and then using a microscope we could identify if it 
was Legionella. Fifteen specimens lined up on the counter. We 
asked for permission to go back into the hospital on day 11 
after day 10 to give the results to these hospitals and to the 
wife. It was refused.
    Over the next two weeks the specimens dried up. We don't 
know what the results were and we thought we lost it for the 
hospitals, but the Phoenix VA got lucky. Why? Because their 
specimens were the last specimens processed. They were 
interpreted and read and faxed. Sixty-five percent of the 
Phoenix VA water samples were positive for Legionella. They 
sent the specimens to us because they suspected an outbreak of 
Legionnaires' disease but there was controversy within the 
center that were these really Legionella. Well, maybe--we have 
a VA reference lab. If it is, we will look in the water. They 
found it. That was the last duty of the Pittsburgh VA Special 
Pathogens Laboratory.
    Chairman Miller. Dr. Yu, this is compelling testimony but 
could you summarize?
    Dr. Yu. Yes.
    Chairman Miller. Thank you.
    Dr. Yu. Okay. So the one question is, and I had to listen 
to it for all these years, the last two years, this is not 
approved research. It is not approved research, all these 
papers? And then two weeks ago I got from your committee a 
document that I had never seen before and it says VA Pittsburgh 
Healthcare System Publication Audit. This was the document that 
Mr. Moreland used to say that we did unapproved research. All 
these Merit Review publications, that wasn't approved? So I 
looked at it, and this is one of the cleverest documents that 
man has ever contrived. A full description is in the Appendix, 
but I will give you the highlights. Six articles that had no 
documentation and this document is the documentation in 
Appendix B. Ten out of these 39 studies, all 39 studies, there 
is no documentation. Ten were observational studies, and under 
federal code do not have to be mandated by human rights review 
so they included these 10 studies that we had published. Seven 
studies that were not--that were published and not approved by 
the VA were studies from other hospitals. One of them was in 
Russia, and if a study is done in Russia, it doesn't need 
Pittsburgh VA IRB approval. Three studies had no patients in 
them, and if you do a study with no patients, you don't have to 
have human IRB approval. Every one of the 39 articles was 
legitimate.
    So why are these microbes so important? Well, here is one 
example. One study came from published in Chest. It said there 
was no documentation, and in the Appendix, the documentation is 
there. Two other studies by Janet Stout said no documentation, 
and they were there. And what were those studies? We received a 
compound from Daiichi, Japan. We were looking for antibiotics 
that would cure Legionnaires' disease because the mortality was 
still high using existing antibiotics. Dr. Stout devised an 
intracellular model that you wouldn't have to use animals, so 
using that model, she found that this compound was highly 
active, more active than any compound we had ever seen. Then we 
recommended that it go into clinical trials. OrthoMcNeil 
developed a compound for clinical trials and it was given to 
several thousand patients in the United States with community 
pneumonia and hospitals all over the United States started 
sending their culture specimens to Janet Stout to see if they 
had Legionnaires' disease, and we found all these cases of 
Legionnaires' disease that no one would have suspected if they 
had not been sent to Dr. Stout.
    And then we broke the code. What antibiotic did these 
patients receive? They received levofloxacin, the new name that 
OrthoMcNeil gave this compound. The mortality for Legionnaires' 
disease in this study was zero percent. Well no antibiotic is 
100 percent effective. Four years later, in the largest 
outbreak ever to hit Europe, over 200 patients contracted 
Legionnaires' disease. The decision was made to give every 
single patient levofloxacin. Not a single patient died. Think 
about all the patients who died in the American Legion outbreak 
in 1976. Organisms that we had, Mr. Moreland destroyed all of 
these organisms. We now receive compounds from all over the 
world and we can't do the studies anymore and we can't devise a 
diagnostic test because of what Mr. Moreland did.
    Thank you.
    [The prepared statement of Dr. Yu follows:]
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Introduction

    My name is Dr. Victor Yu. I am a Professor of Medicine in the 
Division of Infectious Diseases at the University of Pittsburgh. I have 
been a University Professor since 1978 and most of that time was also 
Chief of the Infectious Disease section at the VA Medical Center, an 
affiliated teaching hospital of the University of Pittsburgh.
    I have published widely on Legionnaires' disease, pneumonia, 
bloodborne pathogens, MRSA (Methicillin resistant Staph. aureus), 
antibiotic resistance, anal medical informatics. I have a background in 
mathematics and computer science so I have devised an idea of 
accumulating clinical information about patients, their laboratory 
values, their underlying diseases, the antibiotics that they received, 
and their outcome. I realized that having a computer database for 
thousands of patients would enable us to make statistical correlations 
about epidemiology and therapy In the era of antibiotic resistance and 
new emerging pathogens, such a database has been invaluable.
    Using this approach, over .100 articles in different areas of 
infectious diseases have been published and led to therapeutic 
advances. I organized large international collaborative groups of 
physicians and scientists who have contributed patient information into 
the computer database as well as microbial pathogens that caused these 
infections. This treasure trove of computerized data plus a collection 
of human pathogens has led to many advances in management and diagnosis 
of very difficult infectious diseases.

Encounter with Legionnaires' Disease

    After the American Legion outbreak in Philadelphia in 1976, it was 
soon discovered that other cases of Legionnaires' disease were 
occurring. As a junior assistant professor in 1979, I came across the 
first cases of hospital-acquired or nosocomial Legionnaires' disease. 
It had caused a serious problem at three VA Medical Centers: Wadsworth 
VA Medical Center in Los Angeles, the Pittsburgh VA Medical Center, and 
the Togus, Maine VA Medical Center: It was a shock to find out that it 
was being contracted by patients in the hospital.
    Dr. Janet E. Stout, Ph.D., would soon make the startling discovery 
that the Legionella bacteria; the causative agent of Legionnaires' 
disease was in the driving water supply of the hospital. The prevailing 
theory at that time was that it was in cooling towers and air 
conditioners. Even today, many physicians are not aware that drinking 
water is the major source.
    Because of this occurrence, we were given funding by VA Central 
Office to add a special microbiologist to the Infectious Disease staff 
to assist us. Legionella is a fastidious organism that requires 
expertise and special techniques to isolate. Dr. Susan Mather in VA 
Central Office (enclosed letter) oversaw the investigation into 
Legionnaires' disease.
    One of the reasons we were given extra funding and assistance is 
that outbreaks were being described all over the world besides the VA 
Hospital, and we had formulated a culture media that microbiologists 
could identify Legionella by the coloration on the culture plates. This 
technical advance accelerated the ability to diagnose Legionella from 
patients and from the environment. Over the next many years, we would 
accomplish a number of things with respect to Legionella, microbiology 
and public health.
    Dr. Stout has listed the advances made by the VA Special Pathogens 
Lab in her testimony which includes evaluating all the commercially 
available tests for Legionnaires' disease, evaluating all commercially 
available antibiotics for therapy of Legionnaires' disease, describing 
the clinical manifestations of Legionnaires' disease, and formulating 
the disinfection method of eradicating Legionella from drinking water.

HISTORY OF THE SPECIAL PATHOGENS LABORATORY

    The Special Pathogens Lab was established in about 1980. Because of 
the large number of outbreaks that were occurring in Veterans Affairs 
Medical Centers, VA Central Office awarded two full-time employee slots 
to Pittsburgh to respond. During those early years, we pioneered the 
use of various tests and most importantly, formulated the culture media 
in which Legionella could be identified by color, thus allowing the 
microbiologists to get preliminary identification of the Legionella by 
looking at a culture plate; a microscope was not needed. In the next 
several years, we became quite prolific in advances in Legionnaires' 
disease.
    About 1984, we received our first VA Merit Review Grant dealing 
with Legionnaires' disease. About three years later, Martin Sax, then 
Chief of the Research and Development Committee, approached us and 
suggested that we become active members of the Veterans Research 
Foundation. Given our reputation, we could solicit funds from industry 
and other sources to supplement the funds coming into the Veterans 
Research Foundation. He offered us lab space as cuts in the VA budget 
were forcing many VA researchers to discontinue their studies. We 
agreed. We subsequently were able to bring in funds from foundations 
and industry for work on disinfection modalities, and antibiotic 
studies of a whole host of pathogens, including Staphylococcus aureus 
(MRSA), Streptococcus pneumoniae, Enterococcus, Pseudomonas aeruginosa, 
Enterobacter, Stenotrophomonas maltophilia, Bacteroides, and fungi 
(Candida, Cryptococcus, Aspergillus).
    However, in subsequent years we branched out into pathogens of 
community-acquired pneumonia, urinary tract infections, abdominal 
abscesses, and endocarditis. We acquired expertise in antimicrobial 
resistance and published about 100 articles in this area. We were able 
to bring in hundreds of thousands of dollars into the Veterans Research 
Foundation which allowed them to gain critical mass and justify 
laboratory space.
    In 1994, as the VA budget was being cut, VA Central Office sent out 
a solicitation to academic researchers about the possibility of using 
their capabilities to initiate laboratories for profit. This was based 
on a 1994 Special Clinical Resource Center memorandum. In 1996, the 
Director of the VA and Chief of Pathology agreed that designating the 
Special Pathogens Laboratory as Special Clinical Resource Center was 
feasible. And, in 1996, the Special Pathogens Lab went national.
    Over the next many years our laboratory and clinical work 
continued. Funds were brought into the Veterans Research Foundation 
under grants I wrote as Professor of Medicine at the University of 
Pittsburgh. Five University employees including a CDC-trained 
microbiologist were brought in to handle the growing amount of research 
activity. New instrumentation, equipment and supplies awarded to the 
University of Pittsburgh was brought into the Special Pathogens Lab. 
All this equipment was tagged as University of Pittsburgh equipment.
    In those early years, the VA budget was very thin and most VA 
laboratories were not only understaffed but their equipment was 
outdated. Since we were using microbiology equipment for research which 
also could be used to handle the clinical load, we outfitted the VA 
Clinical Microbiology Laboratory with modern equipment and furniture. 
This made our laboratory one of the best equipped laboratories in 
Pennsylvania, and both the research and patient care benefited.
    Graduate students, infectious disease fellows, and visiting 
professors, came to the Special Pathogens Lab to our laboratory to 
learn new techniques and assist with clinical studies. Their 
participation led to many breakthroughs in infectious diseases over the 
next 12 years.
    In 2006, inexplicably, the Special Pathogens Lab was shut down by 
Mr. Moreland, Director of the Pittsburgh VA. The specific reasons were 
never given to us as noted in my letter of July 12, 2006 (Appendix). We 
were given only 48 hours notice and the entire tab was to be shut down. 
All the Lab personnel were fixed, and the Lab was to be padlocked. Mr. 
Moreland had been in his position as Director of the Hospital for only 
a few years and some of the laboratory personnel had been there for 
more than 10 years and their livelihood and occupation was shattered 
with one 48-hour notice. It should be noted that this violated the 
provisions of the Special Clinical Resource Center memorandum which had 
guidelines to insure that patient care and other aspects would not 
suffer from abrupt lab closure.
    However, Mr. Moreland overlooked the fact that we were processing 
specimens for the Pittsburgh VA Medical Center patients as well and 
reluctantly agreed to a two-week moratorium. During that time specimens 
from all over the country continued to come into the Special Pathogens 
Laboratory as usual.
    We were ordered to notify all of our clients that the lab was being 
closed, but since we had 600 different clients including health 
departments and hospitals, faxing to 600 clients was impossible. 
Moreover we had two weeks to complete a huge workload. During this 
time, the laboratory personnel were harassed by security guards and 
administrators. Microscopes were removed. When the laboratory 
technician left the laboratory for breaks or lunch, the security guards 
refused to unlock the doors such that the personnel in the lab had to 
come out an open the doors for them. It was a Gestapo-like atmosphere 
and caused tremendous stress among the laboratory personnel. Yet, they 
accelerated their efforts in trying to process all the samples that 
were coming in.
    Because the results were so important to the hospitals and health 
departments, we no longer had the time necessary to enter them into the 
computer, send out invoices, and so forth. Moreover, Mr. Moreland 
stopped the supplies from entering into our laboratory so that supplies 
which had been purchased were not allowed to be used and delivered to 
the personnel. Moreover, he refused to allow us to purchase materials 
for the specimens which included Pittsburgh VA patients to lie 
processed. The laboratory personnel pooled their own funds to buy these 
supplies.
    They were true heroes working for the VA patients and the U.S. 
community. In the last two weeks, Mr. Moreland ordered me to stop 
accepting specimens from outside the University of Pittsburgh. I wrote 
to him that this was a Hobson's choice: Obey an administrative order 
from the Director or follow my conscience as a physician researcher and 
process specimens from patients, hospitals, and public health agencies. 
I decided to process these specimens and informed Mr. Moreland the 
reasons for doing so. One set of samples came from the Phoenix VA 
Medical Center. Sixty-five percent of the hospital drinking water 
specimens yielded Legionella and uncovered an endemic outbreak of 
Legionnaires' disease. This outbreak and the source would not have been 
identified if I had not continued to process the incoming water 
specimens.
    During this time, the Lab personnel were not only harassed, but 
each was asked to give sworn testimony at an investigative hearing. 
This was done during their work hours and added to their stress.
    The saga of what happened to the last 15 clients' specimens that 
were processed is a matter of record (See www.legionella.org/
vaspl.asp). On the day of closure where the lab was to be padlocked, 
culture specimens from 15 clients remained to be read. They included 
hospitals, a government building, and samples from a patient's home. 
The lab successfully processed all these samples, but since they 
required 48 to 72 hours of incubation, they could not be read. The 
security guards would not allow staff into the laboratory. We made a 
plea to Mr. Moreland to allow the culture plates to be read. He 
refused. We made a plea to VA Central Office; they never replied. 
However, Senator Arlen Specter wrote a letter to Mr. Moreland on our 
behalf requesting that the final 15 culture samples be processed. He 
ignored that request. We offered to transport the VA cultures to 
another laboratory. Mr. Moreland refused. Those culture specimens dried 
out in the laboratory, were left unread, and ultimately trashed. The 
only thing that was needed to be done was to interpret the culture 
plates.
    Ironically, in the 10 days after the closure, the Pittsburgh 
Tribune Review ran a front-page story of accomplishments of the 
Pittsburgh VA with the discovery of Legionnaires' disease. Because of 
the National Legion Convention was held in Pittsburgh that week, 
Congressmen from Pennsylvania attended. The American Legion knowing of 
our contacted Congressman Mike Doyle and Senator Arlen Specter; both of 
whom wrote letters of support. These letters were ignored by Mr. 
Moreland and VA Central Office.
    The reasons they gave to the Congressmen and to the lay media are a 
matter of record. For example, Mr. Cowgill alleged we were not 
processing VA specimens but instead processing specimens from other 
countries. In letters from VA Central Office, William Feeley, Under 
Secretary, claimed we were not doing any research and that commercial 
labs could do the same work. These were outrageous exaggerations and 
untruths.
    We have already furnished documentation showing errors and the 
difficulty of doing Legionella laboratory work. Experience, training 
and special equipment is necessary. We had become the premier reference 
laboratory for Legionella for the United States. Not only were visiting 
professors and scientists coming to the lab, but commercial 
laboratories sent their technicians to our laboratory to learn the 
correct technique as mandated by the American Society of Microbiology 
Manual of Clinical Microbiology written by Janet Stout and John D. 
Rihs. We did not charge for this teaching.

Response to VA Audit

    In response to the outcry generated by the destruction of the 
scientific collection, the VA claimed that I had conducted non-approved 
research studies. The conducted an audit which was never shown or 
discussed with me. I obtained a copy of this audit from congressional 
investigators. In this biased audit of 39 articles and 11 projects, not 
a single study was found to be non-approved. The audit by the 
Pittsburgh VA administrators showed numerous errors that were obvious 
and blatant. Some examples:

    Seven articles were cited as having no documentation for VA 
approval involved no VA patients and were not performed at the VA (one 
of these studies involved no patients whatsoever and would not be 
covered by human subject review).

    Six articles were cited as having no documentation. Yet Appendix B 
contained the documentation for all of these articles.

    Ten articles were cited as having no documentation were 
observational studies that did not fall under human subject research as 
defined by federal code. So no approvals were required.

    Two articles were cited as having no documentation. However, the 
articles did not involve any patient contact or physician intervention, 
and therefore would not require human rights approval.

    Three articles involved clinical trials and intervention which 
would require IRB and R&D approval. The audit showed that all three 
were approved.

    Articles by Dr. Yu that were funded via VA Merit Review and would, 
of course, be approved by the VA R&D committee were not included in the 
audit.

    In Appendix B, 11 Projects were reviewed. All 11 Projects were 
approved by R&D and/or IRB. Missing forms were cited, although it was 
clear that the studies were approved by R&D and IRB. Since approval was 
given, these forms were either lost by the R&D Committee or overlooked 
by the auditor.

    For full details, see Appendix. Response to VA Publication Audit by 
Victor L. Yu.
    The sheer number and the blatancy of these errors are consistent 
with a witch hunt conducted by a biased VA administration.
    Klebsiella and Levofloxacin studies were cited inaccurately as 
unapproved. Details of the studies are summarized below.
    Klebsiella--a virulent Klebsiella discovered by us in an 
international antibiotic resistance study was found in Taiwan but not 
elsewhere. In the past five years, patients who are Asian have been 
found to have a similar disease in the U.S. Two critically-ill patients 
were referred to us who were non-Asians and had not traveled outside of 
the U.S. Examination of the molecular type of these Klebsiella showed 
that were identical to the Taiwan Klebsiella. This Klebsiella is now in 
the U.S. Our entire collection of Klebsiella collected in two large-
scale studies in the U.S. and all six inhabitable continents was 
destroyed. We lost the ability to compare the molecular characteristics 
of the Klebsiella in our collection with those of newly-infected 
patients. Study of our original collection and new Klebsiella would 
allow us to develop antibiotics and vaccines. (See Appendix--Approval 
from Request to Review Research Proposal for ``Pathogenicity of 
Klebsiella'')
    Levofloxacin: Janet Stout found a new compound from OrthoMcNeil to 
be highly effective in the lab against Legionella. This compound was 
brought to clinical use and in the first trial of pneumonia, the 
compound cured an amazing 100 percent of patients with LD. This 
experience was reported and the compound was released as levofloxacin. 
Four years later, levofloxacin was used in a huge outbreak of LD in 
Spain. One hundred percent cure. All of our Legionella isolates were 
destroyed. (See Appendix--Response to publication audit. Project 9. 
Documentation of approval of ``Levaquin Community-Acquired Pneumonia'')
    In summary, this massive collection of more than 8,000 microbes 
(5,000 Legionella, 300 species of other bacteria and fungi), 3,000 
patient sera, and 202 patient specimens (urine, respiratory tract) was 
destroyed without warning. The VA administration never even confirmed 
that this collection had been destroyed despite repeated requests. The 
collection was unique in that the microbes and specimens were linked to 
the clinical histories of the patients who were infected by, these 
microbes.

































































